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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )S Responsive to communication(s) filed on 09 August 2004 . 
2a)[X] This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) [x] Claim(s) 104 and 109-114 is/are pending in the application. 
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5) G Claim(s) is/are allowed. 1 

6) |E1 Claim(s) 104 and 109-121 is/are rejected. 
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Response to Arguments 

The following is in response to the amendment filed 8/9/04: 

An action on the merits of claims 104 and 109-1 14 is contained herein below. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Newly added claims 115-121 withdrawn 

Newly submitted claims 115-121 directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

Claims 1 15 to 121 are drawn to a method of purifying contaminants from plasmid 
DNA via tentacle anion exchange chromatography, wherein the claims originally 
presented were drawn to the use of precipitation to remove the contaminants. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 1 15 - 121 are withdrawn from 
consideration as being directed to a non-elected invention. See 37 CFR 1.142(b) and 
MPEP§ 821.03. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. § 103 which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 



Subject matter developed by another person, which qualifies as prior art only under subsection (f) 
or (g) of section 102 of this title, shall not preclude patentability under this section where the 



Application/Control Number: 09/774,284 
Art Unit: 1623 



Page 3 



subject matter and the claimed invention were, at the time the invention was made, owned by the 
same person or subject to an obligation of assignment to the same person. 

Claims 104 and 109 - 114 are rejected under 35 U.S.C. § 103 as being unpatentable 
over Wan et al., U.S. Patent No. 5,837, 529 in combination with Kasai, J. of 
Chromatography, Vol. 618,pp. 203-21, 1993 and Kolleret al., J. Chromatography B 
Biomed. AppL, vol. 664(1), pp. 107-118, 1995. 

Claims 104 and 109-1 14 have been amended to include the use TMAE 
chromatography to distinguish the claims over the prior art of record. Applicant claims 
that TMAE was not indicated in the use of processing DNA prior to applicant's invention. 
Wan teaches a method for lysing cells using a dual line feed of cell suspension and 
lysing solution to a primary static mixer; wherein the lysate is fed to a secondary static 
mixer with a precipitating solution fed separately to the secondary static mixer. Wan 
anticipates the dependent claims as it further teaches a flow rate of 1 L/min. (col.4, line 
18), use of a non acidic unbuffered salt solution in the form of acetate or chloride (col.3, 
line 50), basic lysis solution (col. 3, lines 19-21), wherein the precipitate comprising 
contaminants consisting of RNA, chromosomal DNA, lipids and protein, col. 3- col.4). 

Wan however does not teach the use of the anion exchange and hydrophobic 
interaction columns in the purification of plasmid DNA, Kasai bridges the nexus between 
the prior art and the instant claims as it teaches the use of anion exchange and 
hydrophobic interaction columns in the separation of nucleic acids. Moreover, the use of 
tentacle anion exchange chromatography had been used in the prior art as 
demonstrated by Koller wherein the TMAE was used in the purification of DNA which 
bridges the nexus between the prior art and the invention as claimed. 

It would have been prima facie obvious to a person of ordinary skill in the art at the 
time the invention was made to use anion exchange chromatography or hydrophobic 
interaction column chromatography in the purification of plasmid DNA. 



Application/Control Number: 09/774,284 
Art Unit: 1623 



Page 4 



A person of ordinary skill in the art would have been motivated to use anion 
exchange and hydrophobic interaction columns given the established use of these 
columns in the prior art for the separation and purification of nucleic acids. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Howard V. Owens 
Patent Examiner 
Art Unit 1623 




Jamnes O. Wilson 
Supervisory Patent Examiner 
CPechnology Center 1600 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Howard Owens whose telephone number is (571 ) 272-0658 . The 
examiner can normally be reached on Mon.-Fri. from 8:30 a.m. to 5 p.m. 
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If attempts to reach the examiner by telephone are unsuccessful, the Supervisory Patent 
Examiner signing this action, James O. Wilson can be reached on (571) 272 - 0661. 



